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The Honorable Jane E. Henney
Commissioner

Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857

Dear Dr. Henney:

In concert with Representative Helen Chenoweth-Hage, I am writing to ask questions about
the Food and Drug Administration’s (FDA) health claims policy for food and dietary supplements
and FDA’s “Strategy for Implementation of Pearson Court Decision” (64 F.R. 67289, Dec. 1,
1999). We are concerned that FDA is continuing to resist implementation of the First Amendment
to the United States Constitution and Federal laws that promote public health. By enacting the
Nutrition Labeling and Education Act of 1990 (NLEA), the Dietary Supplement Health and
Education Act of 1994 (DSHEA), and the Food and Drug Administration Modernization Act of
1997 (FDAMA), Congress directed FDA to encourage expanded consumer access to new
nutritional information -- as long as such information is truthful, not misleading, and adequately
substantiated.

On January 15, 1999, the United States Court of Appeals for the District of Columbia
Circuit for the first time subjected to careful First Amendment examination FDA’s interpretation
of the "significant scientific agreement" standard governing FDA’s health claims approval policy
(Pearson v. Shalala, 164 F.3d 650 D.C. Cir. 1999). The Pearson court applied analysis and
standards well established by Supreme Court case law for determining whether FDA regulations
that suppress free speech satisfy First Amendment requirements. The court rejected FDA's
argument that health claims in labeling present unique issues that require more government
regulation than other forms of commercial speech. In fact, the court characterized this line of
argument as "almost frivolous" (Pearson at 653).

The Pearson court held that FDA violated the First Amendment by banning four specific
health claims and failing to consider whether those claims could be stated in a nonmisleading
manner (e.g., reflecting the weight of the substantiating evidence through the use of qualifying



language). The court further held that FDA violated the Administrative Procedure Act by failing
to explain the level of scientific evidence FDA requires under its interpretation of the "significant
scientific agreement" standard. The court also noted that, notwithstanding a more complete
explanation of FDA's standard, some health claims “with proper disclaimers” might be allowed
under the First Amendment even if such claims do not meet the standard (id. at 654). The Pearson
case is final and binding, because FDA did not appeal to the Supreme Court.

Part Six of FDA’s December 1, 1999 Strategy announces that FDA will deny all pending
and new proposed health claims while FDA develops a comprehensive policy response to the
Pearson case. Moreover, Part II.A of FDA’s January 2000 “Dietary Supplement Strategy (Ten
Year Plan)” indicates that developing a comprehensive policy response to the Pearson decision is a
program goal FDA aims to achieve by the year 2010. This deadline is over 15 years after Congress
enacted DSHEA, and 20 years after Congress enacted NLEA. We view delaying implementation
for such a lengthy time period as an unwarranted suppression of truthful, First Amendment speech
and as a disservice to public health.

Moreover, FDA’s implementation strategy makes no commitment to implement the
Pearson decision with respect to conventional foods, which, like dietary supplements, are subject
to the “significant scientific agreement” standard at issue in Pearson. Based on these FDA
responses to the Pearson decision, we are concerned that FDA is continuing to resist
Congressional and judicial directives to expand consumer access to truthful, nonmisleading and
substantiated health claims.

Therefore, pursuant to the Constitution and Rules X and XI of the United States House of
Representatives, we request that you respond to the questions in the enclosure. Please deliver
your response to the Subcommittee majority staff in B-377 Rayburn House Office Building and the
minority staff in B-350A Rayburn House Office Building not later than noon on Friday, March 31,
2000. If you have any questions about this request, please call Subcommittee Counsel Bill Waller
on 226-2067. Thank you for your attention to this request.

Sincerely,

David M. McIntosh

Chairman

Subcommittee on National Economic Growth, Natural
Resources, and Regulatory Affairs

cc: The Honorable Dan Burton
The Honorable Dennis Kucinich
The Honorable Helen Chenoweth-Hage

Enclosure



QUESTIONS REGARDING FIRST AMENDMENT & HEALTH CLAIMS

Q1. The Pearson court, following well-established Supreme Court jurisprudence, held that the
Food and Drug Administration’s (FDA) regulation of health claims is premarket review of
commercial speech protected by the First Amendment and, therefore, must be justified by a
substantial governmental interest and withstand close scrutiny (Pearson, 164 F.3d 650, 655 D.C.
Cir. 1999). How does FDA justify its continued suppression of truthful speech that helps
consumers make educated decisions to improve their own health? Could FDA avoid violating
the First Amendment by approving, as the Pearson court suggested, qualifying language or
disclaimers that would ensure that the proposed health claims are truthful and not misleading?

Q2. Does the Federal Food, Drug, and Cosmetic Act of 1938, as amended (FD&C Act) (and
particularly § 403(r)(5)(D), 21 U.S.C. § 343(r)(5)(D), concerning the standard for approving
health claims for dietary supplements), authorize FDA to approve truthful, nonmisleading, and
adequately-substantiated health claims that include qualifying language or disclaimers? Is this
standard compatible with the First Amendment and the Pearson decision? Please provide any
evidence in FDA’s possession that adoption of such a standard would endanger consumers. Has
FDA considered adopting this standard? If not, why not?

Q3. In section 302 of the Food and Drug Administration Modernization Act of 1997 (FDAMA),
Congress set deadlines for FDA consideration and completion of rulemakings for health claims
for conventional foods (i.e., 100 days for FDA to initiate a rulemaking and 540 days to complete
a rulemaking). In 1997, FDA adopted a similar deadline framework for health claims for dietary
supplements (21 C.F.R. § 101.70). By what authority can FDA now refuse to comply with these
statutory and regulatory deadlines?

Q4. Part IL.A of FDA’s January 2000 “Dietary Supplement Strategy (Ten Year Plan)” indicates
that implementation of the Pearson decision is a program goal FDA aims to achieve by the year
2010, which is 16 years after enactment of the Dietary Supplement Health and Education Act of
1994 (DSHEA). Neither FDA’s Ten-Year Plan nor FDA’s February 10, 2000 “Center for Food
Safety and Applied Nutrition [CFSAN] Year 2000 Program Priorities” include any interim
implementation deadlines. Please explain why it will take 16 years to implement Pearson, when
the court held that FDA’s health claims policy suppresses free speech protected by the First
Amendment? Please provide a timetable that implements the health claims provisions of the
Nutrition Labeling and Education Act of 1990 (NLEA), DSHEA, and FDAMA in accordance
with the First Amendment and Pearson decision, including interim steps and specific deadlines
for compliance.

Q5. Section 2.d of FDA’s February 2000 CFSAN Year 2000 priorities for dietary supplements
states that FDA will “[c]ontinue to review health claim petitions within the statutory timeframe.”
Does this more recent commitment overrule the denial of all pending health claims FDA
announced in its December 1999 “Strategy for Implementation of Pearson Court Decision™? If
not, please explain what steps FDA will take (including specific deadlines for each step) to
resolve this inconsistency and to inform stakeholders and the public about FDA’s actual intended
practice.



Q6. In contrast to FDA’s 1994 policy adopting the same standard for approving health claims
for dietary supplements and conventional foods (59 F.R. 395, 405, 422-23, January 4, 1994),
FDA’s Pearson implementation strategy does not address conventional foods. Moreover, in
Strategy 2.2 § A.3 of FDA’s CFSAN Year 2000 priorities, FDA announced its intention to
promulgate this year a final rule amending the health claims regulations governing conventional
foods but does not mention the First Amendment or the Pearson decision. Please explain the
timeframe and specific steps FDA is taking to ensure that this final rule governing health claims
for conventional foods will comply with the First Amendment and the court’s reasoning in
Pearson.

Q7. Does the FD&C Act allow FDA to provide safe harbors of approved label text, instead of
specific, government-mandated text? Has FDA considered the benefits of such an approach in
terms of establishing a system of model claims that would guide industry and consumers and
help conserve FDA resources? If not, please explain why not.

Q8. Please provide a summary of FDA’s enforcement activities against illegal health claims for
each fiscal year from 1996 to the present, including the number of claims FDA reviewed and the
number of enforcement actions FDA took by type, e.g., issuing a warning letter or initiating
judicial action. Please also provide the number of full-time equivalent personnel assigned to
such enforcement during each fiscal year from 1996 to the present.

Q9. Has any FDA official responsible for approving health claims had any contact or
correspondence with any government scientists or other government personnel (including
advisory committee scientists) outside of FDA who have objected to or commented negatively
on any of the health claims at issue in Pearson? If so, please provide the name, title, and office
of the official; dates of each contact or correspondence; and an explanation of the circumstances
surrounding each contact or correspondence.

Q10. The Pearson court found that FDA’s failure to give any definitional content to the
“significant scientific agreement” standard used to evaluate proposed health claims violated the
Administrative Procedure Act (5 U.S.C.§ 500 ef seq.) (APA) (Pearson at 334). In the evaluation
of the health claims at issue in Pearson, did FDA comply with all other aspects of APA, the
Government in the Sunshine Act (5 U.S.C. § 552b), and the Federal Advisory Committee Act (5
U.S.C. § App. 2)? If not, please explain.

Q11. Did FDA restrict public access under the APA to any documents in connection with the
evaluation of the health claims at issue in Pearson? If so, please provide copies of those
documents and explain why access was restricted. If FDA wishes to withold access from
Congress, please provide a description of each withheld document, including its date.



